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DETAILED ACTION 
Status of Claims 

1. Claims 1-18 are pending. Claims 3-10 and 12-18 are currently amended. 

Information Disclosure Statement 

2. The information disclosure statements (IDS) submitted on 2/2/09 and 
10/26/05 are acknowledged and have been reviewed. 

Claim Objections 

3. Claim 4 is objected to because of the following informalities: A claim 
cannot depend on it self. Appropriate correction is required. To expedite 
prosecution it is interpreted as claim 4 depends on claim 3. 

Claim Rejections - 35 USC §102 

4. The following is a quotation of the appropriate paragraphs of 35 
U.S.C. 102 that form the basis for the rejections under this section made in this 
Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in the 
United States. 

Claims 1, 3-4, 12-15 and 17-18 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Karjalainen et al. (US 5,292,887). 
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Karjalainen discloses a solid dosage form of a compound containing 



formula I, 




wherein Karjalainen teaches that X represents 



CH 2 or CHO, (i.e., Y in the instant application) one of R 3 or R 4 represent H, 
methyl, ethyl, methoxy, hydroxyl, or Halogen (i.e., Ri and R 2 in the instant 
formula I), in a pharmaceutical^ acceptable acid salt such as chloride (see 
abstract as required by instant claimsl and 12-18 and col. 5, lines 25-27), as to 
promote pre-gastric absorption of the active ingredient as intended use. A 
preamble is generally not accorded any patentable weight where it merely recites 
the purpose of a process or the intended use of a structure, and where the body 
of the claim does not depend on the preamble for completeness but, instead, the 
process steps or structural limitations are able to stand alone. See In re Hirao, 
535 F.2d 67, 190 USPQ 15 (CCPA 1976) and Kropa v. Robie, 187 F.2d 150, 
152, 88 USPQ 478, 481 (CCPA 1951). 

Also, Karjalainen discloses a solid dosage form of the composition; it is 
inherent that the exposure to bile juices would fast disperse the solid dosage 
form. 

As to instant claim 3, the recitation of the fast solid dosage form 
comprising a network of active ingredient and a water-soluble or water 
dispersible carrier which is inert towards the active ingredient, "the network 
having been obtained by subliming solvent...." is giving no patentable weight 
because the claim is to a solid dosage form, and therefore how it's been 
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prepared carries no weight. Also, with instant claim 4, Karjalainen discloses that 
a solid dosage form inherently would comprise one or more matrix forming 
agents because these compounds are employed with pharmaceutically 
acceptable carriers (see col. 5, lines 25-26). 



Claim Rejections - 35 USC §103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 102 of this title, if the differences between the subject matter sought to be 
patented and the prior art are such that the subject matter as a whole would have been obvious at the 
time the invention was made to a person having ordinary skill in the art to which said subject matter 
pertains. Patentability shall not be negatived by the manner in which the invention was made. 



The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 
148 USPQ 459 (1966), that are applied for establishing a background for 
determining obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering 

patentability of the claims under 35 U.S.C. 103(a), the examiner presumes that 

the subject matter of the various claims was commonly owned at the time any 

inventions covered therein were made absent any evidence to the contrary. 

Applicant is advised of the obligation under 37 CFR 1 .56 to point out the inventor 

and invention dates of each claim that was not commonly owned at the time a 
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later invention was made in order for the examiner to consider the applicability of 
35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 
U.S.C. 103(a). 

Claims 1, 3 and 12-18 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Karjalainen et al. 

Karjalainen et al. is applied here as above in para 4. 

However Karjalainen fails to teach that the halogen is a fluoro (as required 
by instant claims 16 and 17). 

However, it is known in the art that F, CI, Br and I are halogens, therefore, 
the generic teaching of halogens encompasses F, CI, Br and I. Hence, taking the 
teaching of Karjalainen, one of ordinary skill in the art at the time the claimed 
invention was made would have expected to use any of the halogens to form the 
halogenated compound for the treatment of diabetes as taught by Karjalainen 
(see abstract). 

Claims 1 , 4-6 and 8 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Karjalainen et al. (US 5,292,887) in view of Linnoila et al. (US 
4,968,692). 

Karjalainen et al. is applied here as above in para 5. Additionally 
Karjalainen teaches that these compounds are employed with pharmaceutically 
acceptable carriers (see col. 5, lines 25-26). 
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However Karjalainen fails to teach that the fast-dispersing, solid dosage 
form comprises a network of active agent's which are water soluble or water- 
dispersible carriers (as required by instant claims 4-6 and 8). 

Linnoila et al is introduced to show compounds of structural similarity to 
Karjalainen's compound may be in a tablet form and may contain 
pharmaceutically acceptable carriers such as gelatin and mannitol. 

Linnoila et al. teach a similar drug formulation such as (i.e., atipamezole 



application R3 is ethyl and R 1,2 are hydrogen's see above formula), that are 
capable of being administered as a tablet (see abstract, col. 1 , lines 30-33 and 
col. 5, lines 27-33, as required by instant claims 1,12, 17-18). Additionally, 
Linnoila et al. teach that the tablet may be formulated with additives such as 
mannitol and gelatin (as required by instant claims 4-6 and 8; see col. 5, lines 43- 
50). 

Since both Karjalainen and Linnoila teach the use of pharmaceutical 
carriers, one of ordinary skill in the art would have had a reasonable expectation 
that the base teaching of pharmaceutically acceptable carriers to include gelatin 
and mannitol as taught by Linnoila et al. It would have been obvious to one of 
ordinary skill in the art to employ the specific pharmaceutically acceptable 
carriers such as mannitol and gelatin as taught by Linnoila, because both 
Karjalainen and Linnoila teach structurally similar drugs. 




, wherein Y represents CH2, (i.e., Y in the instant 
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6. Claims 1 -6 and 8-1 1 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Karjalainen et al. (US 5,292,887) in view Johnson et al. (US 
6,316,027). 

Karjalainen et al. is applied here as above in para 5. 

However Karjalainen fails to teach a fast dispersing solid dosage form 
which is capable of disintegrating within 10 seconds of being placed in the oral 
cavity and also fails to teach that the matrix forming agent includes an amino acid 
(as required by instant claims 2 and 5-11) 

Johnson et al. is introduced for its teaching of fast-dispersible solid dosage 
forms comprising gelatin, mannitol, and an amino-acid. 

Johnson et al. teach a pharmaceutical composition for oral administration 
consisting essentially of a gelatin, a carrier, a solvent, and, an active ingredient 
(i.e., a dopamine agonist) in a form of a solid, fast-dispersing dosage form 
capable of promoting pre-gastric absorption of the active ingredient (see abstract, 
col. 3, lines 35-40) comprising a network of active ingredients and a water- 
soluble or water dispersible matrix which is inert towards the active ingredient 
wherein the network having been obtained by subliming solvent from the 
composition in the solid state (as required by instant claim 3, see abstract). 

Johnson further teaches that the dosage is designed to completely 
disintegrate within 1 to 30 seconds of being placed in the oral cavity (as required 
in parts of instant claims 2-3) for the treatment of Parkinson's disease. Johnson 
also teaches that the matrix may include an amino acid (i.e., glycine), gelatin, 
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mannitol and a cyclic sugar such as cyclodextrin (see col. 6, lines10-30 as 
required by instant claims 4-1 1 ). 

It would have been obvious to one of ordinary skill in the art to modify the 
solid dosage form of Karjalainen and incorporate Johnson's fast dispersing solid 
dosage form because Johnson teaches that these fast dispersing forms are 
particularly advantageous to patients with swallowing difficulties and are further 
advantageous because they can be easily disintegrate rapidly in the mouth, thus, 
minimizing the need of large volumes of water (see col. 3, lines 50-55). 

7. Claims 1-18 is rejected under 35 U.S.C. 103(a) as being unpatentable 
over Karjalainen et al. (US 5,292,887 in view of Murray et al. (US 6,709,669). 

Karjalainen et al. is applied here as in IT 5 above. Karjalainen also 
teaches the drug is used for the treatment of diabetes (see abstract) 

However Karjalainen et al. fails to teach the limitations of claims 2 and 5- 
1 1 . Therefore Murray is added to show that fish gelatin is known in the art for use 
in fast dissolving dosage formulations. 

Murray teaches a pharmaceutical composition comprising a carrier and an 
active ingredient (e.g., drug, compound, and the like) wherein the carrier is fish 
gelatin and the composition is in the form of a fast-dispersing dosage form which 
releases the active ingredient rapidly on contact with a fluid (e.g., saliva, bodily 
fluids, water, and the like). Preferably, the composition is designed for oral 
administration and releases the active ingredient rapidly in the oral cavity within 
1-10 seconds, wherein the network having been obtained by subliming solvent 



Application/Control Number: 10/534,117 
Art Unit: 1618 

from a composition in the solid state containing the active ingredient and a 
solution or dispersion of the carrier in a solvent (see Abstract, and column 3, 
lines 50-55 and col. 4, lines 1-5, as required by instant claims 1-3). Murray's 
composition further comprises gelatin, wherein the gelatin is fish gelatin, 
mannitol, cyclic sugars, amino acid (i.e., glycine) as required by instant claims 4- 
1 1 (see col. 5, lines 24-44). Murray further teaches that the active agent may be 
an anti-diabetic drug (see col. 6, lines 10-11) 

It would have been obvious to one of ordinary skill in the art to expand the 
composition formulation taught by Karjalainen et al., to include a fish gelatin 
because Murray teaches that fish gelatin is advantageously used in rapid 
disintegrating dosage forms because it rapidly releases the active agents (see 
col. 3, lines 21-24). It would have been obvious to one of ordinary skill in the art 
to employ Karjalainen anti-diabetic drug in the fast dispersible solid dosage form 
of Murray because Murray teaches that anti-diabetic drugs may be used in 
formulating such fast dispersible solid dosage drugs. 

Double Patenting 
8. The nonstatutory double patenting rejection is based on a judicially 
created doctrine grounded in public policy (a policy reflected in the statute) so as 
to prevent the unjustified or improper timewise extension of the "right to exclude" 
granted by a patent and to prevent possible harassment by multiple assignees. 
A nonstatutory obviousness-type double patenting rejection is appropriate where 
the conflicting claims are not identical, but at least one examined application 
claim is not patentably distinct from the reference claim(s) because the examined 
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application claim is either anticipated by, or would have been obvious over, the 
reference claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. 
Cir. 1998); In re Goodman, 11 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In 
re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 
F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 
619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 
1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 
1 .321(d) may be used to overcome an actual or provisional rejection based on a 
nonstatutory double patenting ground provided the conflicting application or 
patent either is shown to be commonly owned with this application, or claims an 
invention made as a result of activities undertaken within the scope of a joint 
research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully 
comply with 37 CFR 3.73(b). 

Claims 1-18 are provisionally rejected under the judicially created doctrine 
of obviousness-type double patenting as being unpatentable over claims 23 and 
25-33 of U.S. Patent Application No. 10/534,091 . Although the conflicting claims 
are not identical, they are not patentably distinct from each other. The reasons 
are as follows: 
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The claims of the instant application '117 are to a fast dispersing solid dosage 




form containing an active ingredient " h that is capable 

of disintegrating within 10 seconds of being placed in the mouth and the claims of 
the copending application '091 are to administering a formulation comprising 

r£ * I \ 

via oromucosally (i.e., via the mouth through the 
mucosa membrane, i.e., fast dispersing). 

Both applications recite using the same compositions and/or derivatives 
thereof. See current application claims 1-19 and copending application claims 23 
and 25-33. 

As to the copending application claims 23 and 25-33, these claims refer to 
administering the claimed active drug via oromucosally which is placing the solid 
form of the drug in the mouth to disintegrate (see copending claim 23). 

One of ordinary skill in the art would have been motivated to use the 
copending application claims in producing the instant recited claims because 
both sets of claims are to a formulation that is capable of being 
dissolved/disintegrated when placed in the oral cavity via the mucosal 
membrane. Therefore the claimed formulation of instant claims 1-18 would have 
been used in producing the formulation in the copending claims or visa -versa 
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and therefore are part of the obvious variation of the copending application 
claims compared to the current application claims. 

In view of the foregoing, the copending application claims and the current 
application claims are obvious variations of each other. 

9. No claim is allowed. 

1 0. Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to SHIRLEY V. GEMBEH whose telephone 
number is (571 )272-8504. The examiner can normally be reached on 8:30 -5:00, 
Monday- Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, MICHAEL HARTLEY can be reached on 571-272-0616. 
The fax phone number for the organization where this application or proceeding 
is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). If you would like assistance from a USPTO Customer Service 
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Representative or access to the automated information system, call 800-786- 
9199 (IN USA OR CANADA) or 571-272-1000. 



IS. V. Q.I 

Examiner, Art Unit 1618 
12/3/09 



/Michael G. Hartley/ 
Supervisory Patent Examiner, Art 
Unit 1618 



